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rn wtr hfafa qro famn srwft t twRd wt tOtwn * ** if 

wt «n wit 

Separate Paging is given to this Part in order that it may lie filed as a 

separate compilation 


tfaffafa Sftt qf^TT tmifaT fafaWa 
iTfe«JfPO 

Hi famr, i o 19 H 4 

»rr. far. fa . ti (i i (fa) fafafti nfirx stfaia? Pr?? 

1 y 4 5 faT fat? ?JrTci‘? faX?t ftl fafa pT??! far pfafatP-tfap? 

fifa 5fr^?nT faTfaTT, affafa fafafafat fafaTUfatfa fai *t Tfafafa fa?ft 
% faVrfa fafa mu? mfa faftrpm, 1940 (19411 faT 

2 j) 4? UTO I 2 fafa 3 3 OFT 5RV1 faffafaft fal ??fa fafaft (JIT, 

??r?r ft, "itt arafat btt afatTPntrx Pir fafaf sqfafatft ?? 

jfp^ppf) r ?farffa? ffa?r fai?r ft, ffa?% wt nwifa? ftfa 
«rrt tffamr ft 1 ??% wrer ^ ?(5?r Cr favfr ft fa ??? m? 
qx HH ?:TfaT fa, fa??? ?? xpTfat fat flfafa ffatfa ?tt arfa- 

arfaiffa? Tf farar ft, fam fat imrm fa?rf fafat ft ?<•? 
fa? <p|- ??far ?> wife % wj fam? ffa?r 1 

n% arfafa ?r ^fant ?? far w ?far? faPtfac? fafatr # 
jynxrcfT % ?ftft ‘3VT ST 1 ”? TT faH? faiTT ‘Ufa? it faFfa ftf?, 
faTf,'? fafaPTT ffaTTT fafaft I 

642 GI /84 


1 fat fa?41 ?n rtfim m afrtfa fax rptm Fnnft (tfuffa?) 
Pm. 1 994 ft 1 

2. fafafir srfa EPtra? mtfr Pm, 1945 (farct fa?if rrrfa 
T 4 =rr?r hhh fm faifa f?t ft) fa Pm 96 % 3? ffam (1) 
ip w (vii) ? "fm 59 % 3? Pm (1) 4 fafafasx arj- 
«n?? nrpmfa am srfagf?? fasmimT ammuft % ufat? 
vrfaf, ?tmrft affa ot*t jp *?r ?t fa??PrPa? mr ^rqTn” 
wfaj— 

"m fafafe: '4nx?T^ ^TF?T3fli fti 3rafa T’rf wVrftr 
rffa tHflr fafafafa fsorft; 31???? 36=? sffafErfr 4- ^ufar? 

fa ft, fair fat ar^jfat ‘fa” 4 ?farffa? ft ??% tt 
^rppt fafa?fa ?t ?rfai3 fafa wit >fa tiffs' fal fafa?fa 
?t ?rfa 5 fa mf xrmr fa ?ftt ftfat, fafar jtrrV 1” 

3 (i)??? fm ?f spfjfar ‘V ?;— 

(i) 21 4 , w?r 3 ?r far? fa?t 5 T[t;?T; 

(ji) ?«? 2iap sffa 21* m?t 2 ?rr pft? fam 3 rnT?m 







[Pari II—Sire. 3(1)] 


THE GAZETTE OF INDIA : EXTRAORDINARY 


(2) to vt v "t tor tt, ftorffetwrr 

TVt ^Tirnif, anrfff :— 

"ar^r* "t" 

(tor «•; 3: to) 

KiVifw Zrf bthtoIh 


*. mVife rmr 


fatori’T btI torn *t*rR;TO 

sflr 3 r*tr tI bt! anpwrrf 

nrftw % tor 

if awftr (aw wp ff." 

3RTOT ftftf?'? *t e)) 

ftoit ?TTO 4 <r 

ftorfBR rtoRfeW 
Bit srtotoI % artfr^r 
sftfjffr Tl to?T 
iwttit atoi srfwr 
<T5( ?f-ft 


ctfenftftw 
1 . rfyrtofto 


30 


20. ‘FfltP^fo'+i'IM Rftiz zruftz 

[fftooR 

21 - tof^toro an 4 yrro 

22. TOl^^fWRT totor? rrtofe 

^'■j|4^r v T 4’4 

23. ’to^toftoFT tflftw 014401 

34 - wrc&jNrnsfaro srrcjtor- 

TTTO 

.25. *tojyRT«f»PTO ffrvjf- 
toHrfc too to 

20 . ton^RnrtoR fnyjr- 

torcrc* fetot 

27. toTTyrtoiyfwr yrc^f- 

T'TTTITS OT^TT 

28 . OMTtofafto (MSfef) 

29 . *r?rtfiff*rpT?r totor tftorR 

OT) 


2. f^forfirf^T 

36 

sffa TOR 

30 . torferto *Fto 

3 . totof-R to^TO 

24 

if 

31. toorTtoferiR 

4 . ftffctorfto yrf to 

1 8 


32. ?rtofto toft£ypmtoR 
yreytotrrc? 

5. jffftorfrR totoR 

24 


3 3 . TOiffto BMtHfltR 

6 . ftfiTPrfto tototr 

36 

tffaWR *f. 

yrryVflrry* tojTO 

7. rrftoaVr yr^jify^ir 

BO 

VrR TWO 0 

3 4 BTJOl^ltoo- tofTKPT 

8 - OTflWffofto !X‘pfe 

36 

ofror tor if. 

3 5. atofRiwto ?ngVfknr 

9. ootoMto yrrorTTR 

24 


.10. totototo oRrmfo 

'tocro. 




10. oototfoto ^ny.^p-z yr^ 
ftor 

1 a 


37. yiT-T TOT^R % fto Tf 8 Wf- 
rmtoto toftorfr 

11 fffayfto 

1 8 

BTR TOR if 

38 . ihtfwrwfto 

toro 

12. if*p 7 fto in tor torjfto 

1 2 


fetor 



29. ototzYn^rfer 

13. ttoypR tonfto 

12 


4 0. rtftoYnyoVo rrfto oftwYr 

1 4. tofetotor Rftor 

24 

so 0 i^iR 

41, crtorYrre^ftor »p»W TOifunr 



if anfto 




ima it 1 

42 . »jwto RTWT % fto OttoT- 
omfto mtrtz 

1 5. tofiffato *frtr«nr yf 

24 

5 0 ° 



0 sRfto 

4 3. ofoa'toTpfro ofto rr toitT 



rrrm <tti 

fetor 

16 . 

24 

sffef tor if 

44. '* '^41 ^Y 4 feff^n 

17 . totofePlWT 

60 

btN TOR if 

4 5 . OiftoYrTTO^T Rlfz 

14 , totoitoto to r TO ato 
fetor 

48 


46 . OiOMIklffeR 034 ,Z 

1 9. tofe* 

48 




3 


4 


3 0 


24 


Ah 

jfR nrm if 

3 1 > 

infer tor if 

60 

SIR TOR if 

(j 0 

0 „[ 


i. ‘1 

24 

3 6 

#5 TOR if 

3 6 

sifer'TOR if 

60 

sroror if 

48 

Si TOR i 

48 


3 6 


36 


4 3 

pfliB *«no't 

3 H 

nffrr tor *r 

24 


3 6 


60 

vfrrr tor if 

60 

nffrr tor if 

36 


36 


24 



24 

so rto m *f 

4 S *T»®f 344 arc arraR 
if ftoTT wm 3 0. 
i.etto iI arfijip oifr i 






[mil —wt 3(1)] *mrvT mpr*: 3 


1 2 

3 

4 

47- ^WfTTSiT iffli $PP 

2 1 

arof m? jfa ansrm if 
fTPTT OlOOR 3 0° ffZf- 
ffa if arfw 7r jrj 1 

48. iiPOS^TSiVr l pfe miPT 

2 1 

ar^si fp^ «t? ammif 

l fllTHl'T 30° ffSl- 
ri k arffcm n p> 1 

43- '-fcsrtmfap mte 

<$<> 

jfin ij- 

5 0 . itertrnrPT'T wm- 

3i; 


si. ftfamrrcfTiT 

fill 

wfi'T PTH if 

yi. ftffjnfPsmn 

■18 

uifif ^m if 

? 3- fttf^ftof-m f^rlprf 

;i<s 


s 4 . ppfo iriyih 

24 


5 5. 4Stmirffw qf-pr (amr) 

4* 

sfi* PTH if 

mte 

56. ’T^'EmritpT-T iff 

IS 

PR Turn if 

5 7- PwfWfqfm ffpjj'J 

48 

ffp Pm if 

5 3 ftmfcT 

JUj 

5 U ifsffa fT mfOT 

ifiTW OT | 

jo. 3ffffiq?«!qnfir^ fo r m 


si.’ir «m P 

60 , iitsfti«Mi7fti'i 3 tMt4 

>b 

PR =HR if 

6t. greyr- 

4 8 

tfvr vm if 

«niR 

62 . oinitriPrnjf^T^ fjTTjt- 

Ju 


4'fttTC'f 

63. jrrtffTt^unvT'fr^ siryf- 

2 4 


OTftrr? ftpprr 

r, 4 . «nw%m^f'=f r t nrfr- 

3 l 


Tsfrirr? swtafJK 

65- srm^WlTTffP STTfr- 

3 b 


VTPJiT TfPPf 

6 6 . vPrpfW 

36 

wtt «m it 

67. 'TfaffTfa* fefaflT 

IS 

sfw pm if 

68 - iTW'f qfafafOT aft 

36 

JJTTrT ^IT*I if 

60, afrST«ft*T <tf<TfHf-W TT 

48 

tfR pm if 

70- Tftfcm < Sf'-TWfr iffifH 

48 

nffr pm ir 

'ffaftTM 

71 . qTjfm»T 'Ki-rr'ftff nf<PT 

1 3 


mlPN* fepwi 

7 2 - 'nf’rfaftm iff mte 

48 

«faf «m if 

7 3 . qrffrftrpPT sfr *T^T 

24 


wr 

74 . fPHfapM 

36 

rfrff pm >f 

7 5 . faETfapM ifaPTcP 

24 


76- FTTfPTiffm iff 

24 

sfta pm if 


77. T^oifPTKfm SPtrm Hi 


1 2 

3 

4 

78. P/tflOllffH HT^T 

24 


70 . ^pfanfm ftfpTf 

24 


6 0 . f^tftarqfJpi w 

-18 

20 ° Psttfr if mfw 

tok m 

» 1 . m 

24 

sfW pm if 

s 2 iryTnTWTPr ^rrfm’KiTf 

48 

tf. 'T PITT if 

s 3 . i^mwrf^ mytPTrmr 

V - 74'-'-l 

3 6 


8 i. S^rPTrrpfro fsfrm 

24 


85 CTTfiHpfm 

60 

fcsrfrn 

ufm m if 

1 . fasrftrr q qHfam 

24 


2 . fcsrfm rff i uTMm 

24 


3 . ptWm JTtPMrs^s fefcrt 

30 


4. iTtWh ^rtryt «FTfTTTT 

48 

arpSt fRf «rt arram 
if ftrir si wrrtr if 
HTTVT fr^TfWT .PBT 
m (fr 1 

5 . «rfWfr n^mnifs 

48 

it sfTtrPT 
if fariT si wr t if 
spffrer if mfwr t«t 
PJT ?> 1 

6. fTTTY-r.M (iH 

60 

*MV ?r? arraK 


if Rt% si pm if 
5TTT5Tfr qvftffT P«7 
W ft I . 


7 . TTS3TfiM«R 5 '5Tf#S 

2 4 

arsrff fTTK it jnsrrfi 
if ftfif si ptr' if 
Wfl if ffdHff TUT 
rnr jf 1 

8. VXmAffH 

36 


0. ferlm «ff 2 pwr 

2 1 


10. frofipf if 0 

00 

mtfr sf» smm 

if fcrif si pm if 
wi ir 

Tsrr rnr pf 1 

11 . faeifm rff 6 

36 


1 i. Tm'TtTfarrrrm 

48 

afw^f nr^ 3fTOT4 

if fiir s% pm if 
wrw if 5<ftTfT 
nr mn ?t 1 

13 - pTfT^ff "ifftmffipf 

48 

ar*rff *nT arnm 

if ffrir si pm if 
jpppt ir prfwr 
t»i mr ?f 1 

14. fmrfm *ff 12 T^iWT 

30 
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1 2 

3 

4 

1 2 

3 

4 

15. #W1 t*Stfoife 

36 

3T^r *1X5 afTEfTX 

3. tf^fxR fa* XRtxH 

24 

2° fifties aftr 8° 



it ftirJr St br if 



fffriff XTWOT iW 



JPfTTUl IT *JXF«R 



fxB; ifr Tnrt =r 



T*JT *RT $t 1 



fim 11 nr 1 

16, terfiB iff snfaxH 

24 



2 1 

2 0 iffrtr 3T1T K 






amix 64T 

i 7 . ^fxxnR ftfimt 

36 




ffx^ xir Wf x 

is. tofjR xfr 

48 

3f^r *tr *fx arrar^ 



rtXT OfTTf 1 



if fair St «rm if 

btjttxjt rrrRffa ^RT 





toot Jr *rxfaR 

1- ^RffaftT’fr JfFRtbr faf«[- 

12 

St WfR S 



xur wi rfi i 

fcR mi 



19. faciM if 2, it 3 

36 

SR^f XXS ITT OTT3 

2 ^WTT 'J'T' 

6 0 

2 5° ir 3R- 



b fsrtr Si m if 



f^nr ttt^tft 9T 



SPBUT ■ ft »JxfW?T 






tijt iprr Si i 

3. fTTHTB* OR^fa XltX*r tn=^- 

60 

25 c Retire if anrfHT 




ftr=T *fa 


4ITO fX 

20. fisrfiR 6 *tt t-tfcfjis 

GO 

cT? tTTtTTtf 

•1. ^TPT^T ( 

60 




*r fa-t Si ’•-TT-7 « 






5PRBT Jr JJXftfR 

5 . 

24 

si Wf if 



xxrr w gr i 

r,- ix *mriB ORifa mB 

60 

Si XfTR i 

21- litfaTWT 

G\) 

■sroT *r*5 3nyR 

I f?ffif*r 





t fa$rSi'x*rR if 

7 »XPj4 ITHtW xw 

21 

fix 1° t^ftr it 6° 



FXTTXr t ^XfafT 



tsfts rrfi frmR 



wr w (if i 



TX 1 

22- Xltfa'fr 3TWT ftpput 

36 


fftXT, eiftlR affr 4Iwn< 



21. ftsifiR % 

60 

sr^r 6x^ 

1 . fawff arartfrEr^ ft^frfxwT 

24 

Si «tpt Sr 



Sr fair si hir i 

CTWITS 





TOUT t fXfa*T 

2 . feBff arwfB IWrfOTr 

18 

si wpt ir 



x*bt >wr ft 1 

^arfx fiiHH CT40H5 af|X 






<PFfT wff txtfx aw 



24. % 5%18 

36 








3 . fSBrfr wtfw febffr 

24 

St wr t 

25- pRrxftx t*mrr 

60 

5>T^r !TB B 3TT9T8 

zrmn^r 





if fair si W3 ir 






snrxr if 1 fxftR 

4 f^rfifem ifnrymnfff 3fT- 

24 

Si x*tk ir 



x*tt bt ijt 1 

nffTci fWffbn immr 



26. fbB7fWt.<TTT8 ftfaxt 

36 


5 . fn f^i fi h mjmrz? iff- 

18 

st to t 




jvflfiXrT Wffw, fexrx 



27. tt-t^NtiTiT 

bl)' 

3B3JT RXg arrtlR 

emri^ ffr Tr*fr ortffr 





if fair Si !>ih ir 

^4ci 





5TO if ^Xfa'X 






Xr3T.»RT Sf 1 

6. 4)IB>5: 

24 

St WFT if 




fWrfbn Tmm 



fafafixt 



7 o; :; [firfiFnT iirpte arnffix 

24 

5t fUTR i 

i, fanr tt^Pr^r h 

24 

2° tStffa iff* s’ 

firwfffW aftr fjt*m 





tSrffa *rmR to 

muni 




fxB ami x 
fbrr ^rnr > 

1- 24 2° Sri?, ■ifrr t, 

faB -jt FSTOt X 
fern ^ i 


8. ^(jf’rf'W'T wte STXXt' 18 St PfW Sf 
jfnr ft’xftfxrn imrn, 
fcibra siwt^s wV 
t <Sixft 3'WfX xfrpR 

9. fJTTPT f^mfbrr srfifPT 

(fro Txtsr>r) 


12 Si x*tr Jr 


4 Ttr *r jnm: nrmm 


5 


[<mr It—n3(i)] 


1 2 

3 

4 

io. inm few iw 4 

3 

3° 4. 5° 4 ITO 

11 . feitfTIT STWHI 

24 

smir % Refer 

eji wh 4 

12 . Pt'^t fvrrnr feirfTOT 

1 2 

si rift 4 

nfew 

13- ST tfttl 

12 

2 ° 4 10 ° i ifar 

14. f^FnffelT II fal 4m 

60 

nfeTWR: f4row 
fen RT 

ntrl 

is. feF[ffer faro iffer 

00 


srofer 4k fefer 

l 6. i^Pi-i 

60 

si TOFT Si 

17- •^Tf^FPT (*fT 

3 6 

si rift Sr 

is. feiro cmur? 

24 

si tott 4 

19. wl^4far 4r it 5i 

60 

si rift Sr 

20 . ififaT fettl 

6 

srv o° ffsren it 


3 

■4m Sr tut mrr 
*4 i 

w o ! # 3° 3rr4i 


14 

Ru 4m 4 tit 

ITT ?t l 

m i o° istotr #r 


for 

•fri imw it 

iw 

Wf 

4m 4 nr Tirr 

?> i 

l. tfer wnrtfiR unr) i#r 

is 

si w 4 

iwW 

2 - It 4t 4t iTotl 

14 

si TOFT 4 

3. TR iwn 

fan 

t« 

si TOFT 4 

4 . it tti <trt iriw («Fii 

12 

si wi 4' 

fetr ) 

5. tstttt 4t44t 

24 

si 144 4 

6. feT IWW 

36 

si RIFT 4 

7 . irfert iurk 

24 

'TO 20° 4M? it 


6 

4m 4 tfri - irt 
$ 1 

T3- 0° #£&*■■ IT 


3 

4m 4 tott wr 

't i 

to + 4° istir IT 

8 lira T4lfM 

fi 

4m 4 t41t nr 
$4 i 

si TOFT 4 


1 3 

3 4 

a. stoh itfer 

is si nns Sr 

i o. sTTsiis ik in mnro 

13 si RIT 4 

4r4W 

ii. sn4.ni in sTTsirr q 

18 si RRIR 4 

*fk it twfar 

12. STRUT? in STRUTT F, 

,18 ii RIR 4 

it Tfrt 4t infer 

1 3. STRHT5 in TTfTTTTT F, 

13 si WTT 4 

it, 4r 4 tt fiTTR inftir 

14. STRTTT ilritR 

1 2 Si OTFT 4 

15- itR TIT iRntR 

12 si WR 4 

itPhft- 

itit 

(4mr pTRfrii f4f4Rrif % fer) 

20 ifRUTs trf^R nfer 

12 si <Frr=r 4 

30 ifrTiTTR nftTF Irfe 

24 ii TOFT 4 

40 ifim srfer nfii 

36 ii TOR 4 

so wftriTR nftitf vrirr 

48 si TOFT 4 

(iJ'TTTir fipTf^Tlt 4 feit ) 

5 SffevR «felT 'Rfal 

13* si TOTT 4 

i o 3I4 uft wfarv srfer 

24 #i RIFT 4 

l s ufRiTR nfa s mfer 

36 rf TOFT 4 

20 ufinro wfef urfe 

48 ii TOFT 4 

i4t4 nkferi 

l. viwn ir ffe. i%mt?r 

12 Si RIFT 4 

2- ^ 

■3 20° 4fti! 4 

ffe 3TO4 4t4«tfTfeT 

IT 1 TFTfWTt SHIFT IT 

3. R.TfdlirfrPFT 

24 Si TOR It 

4 . R.ifdfejil'iR fniifrwrisf 

3 6 ‘St TIFT 4 

5. l^irR inim 

36 Si^RIFT 4 

6 TTRIT ITT H RTCW 

12 Si RUT 4 

7. frm TTTOTTT T5 vilRR 

24 si TOTI 4 

8- WTftsrfer e 'il?M 

24 si TOR 4 

9. 'fnsit^TTi piiFrs 

6 Si RIFT T 

l.o. RiwR 

24 Si TOFT 4 

n. imifiH 

24 Si TOW 4 


few : 


i. ‘'iftR-TOw” 4 <3[{rT rift fern mm . io 3 istir 

4 25° Sstii t iw 5 't wfifrr £, i 

2- "5* TOFT" 1WT % §HT RIFT feWT WR 8° isti* & 

ifir i ft ifaiR (tj 

3 . v4 *n>3 vi usrw 4 nr mn irt^j fam {rri- 

3TW 30° RfStltT & ife* V ff I 

f 

4. 3t^t V# FTTO 4 4 4mim «T IITOT fififiw V ?t, 
hth«i rwtw n4 iwt 4 irmr fen rftt nfs" i 
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faRTf :—1-5-197 9 cPK TO tfaftfilTT tffaftr Tfrc SWI'IM faTO, 

1945 mm nV: qffarc 8 prpt ’mm (mm 
faRR) % tr tttth 4 rpofa^fc faffa wWir vp 

JCTUR TOProt fffijpm wk fa'TH ('ft st 4) tRT- 

g i ) * I trhwpl w Pmff tt bra % wra 
rr 2 , vr 3 (i) ff snrrftR PmfrfTT stfa^RnTr 
am RffttR fauT iRT £ :— 


1. 

AT. 94. fa. 

1 241 

fTRpq' 6-10-79 

2. 

zrr. 84. fa. 

1242 

mfrnr 

6-10-7.9 

3. 

m. *fnr. fa. 

1 243 

orri'-T 

6-10-79 

4. 

ITT. 84. fa. 

1 281 

Ttfbr, 

12-10-79 

5. 

TTT. 84. fa. 

430 

dripf 

19-1-80 

6, 

«T. 84. fa. 

779 

OR* 

20-7-30 

7. 

AT. 84. fa. 

5 10 (8T) 

XTTf‘7 

22-9-89 

8- 

Rl. 84. fa. 

680 (w) 

TRfar 

5-12-80 

9. 

trr. 94. fa. 

681 (sr) 


5- 12-80 

10. 

TTT. 84. fa. 

682 (tf) 

RTftty 

5-12-80 

11. 

TfT, 84. fa. 

27 (fl) 

ftrIw 

17-1-81 

12- 

RT. 84. fa. 

478 (w) 

rTRl’t 

6-8-81 

13. 

ITT. 84. fa. 

62 (tr) 

RTtm 

15-2-82 

14. 

«T. 84. fa. 

462 (sr) 

arpi 

22-6-32 

15. 

RT. 84. fa. 

510 (tt) 

xrefar "3 6-7-8 2 

16. 

*TT. 84. fa. 

13 (TT) 

RKf'J 

7-1-8 1 

17. 

«T. 84. fa. 

318 («T) 

dtd'J 

1-5-8 t 

18. 

3T. 84. fa. 

331 (ff) 


S-5-84 

19 

RT, 84. fa. 

460, («) 

' ttor 

20-6-94 

20- 

RT. 84. fa. 

487 (IT),' 

fitter 

2-7-8 4,' 


[tT. 11014/8/83-ft HR qR tfa <ft 087 ’tl 

TUT. 8t. , 5«T’#m, *1484 Rfm 

MINISTRY OF HEALTH AND FAMILY WELFARE 
NOTIFICATION 

New Delhi, the 10th August, 1984 

G.S.R. 601 /(£) :— The following draft of certain rules 
further to amend the Drugs and Cosmetics Roles, 1945,- which 
the Central Govrernmcnt propose to make, after consultation 
with the Drugs Technical advisory Board, in exercise of the 
powers conferred by sections 12 and 33 of the Drugs and 
Cosmetics Act, 1940 (23 of 1930), is hereby published as re¬ 
quired by the said- sections for the information of all persons 
likely to be affected thereby and notice is hereby given that 
the said draft rule-, will Ire taken into consideration after the 
expiry of a period of ninety days from the date on which the 
copies of the Official Gazette in which this notification is pub¬ 
lished are made available to the public. 

Any objections or suggestions which may be received front 
any person with respect Ho the said draft rules before the expiry 
of the period so specified will be taken into cousi leration by the 
Central Government. 

DRAFT RULES 

1. These r.iles may be called the Drugs and Cosmetics 
(Amendment! Rules, 1984. 


2, In rule 96 of the Drugs and Cosmetics Rules, 1945 
(hereinafter referred to as the said.rules), in sub-rule (1) In clause 
(vii) for the words, hrackets and figures, “under the conditions 
of storage notified by the licensing authority specified in sub¬ 
rule (1) of rule 59;” the following shall be substituted, namely 
“under the conditions of storage specified therein. Any drug 
and its preparations including combination with other drugs, 
not included in Schedule R, shall bear on its label the dale of 
manufacture and also the date of expiry which shall not exceed 
sixty months from the dote of manufacture:” 

3(1) In Schedule A to the said rules;— 

(i) in Forfn 21, condition 3 shall he omitted; 

(ii) in Forms 21A and.21-11 condition 2 shall be omitted, 

(2) For Schedule P to the said rules, the following Schedule 
shall be substituted, namely :— 

“SCHEDULE P 
(Sec Rule 96) 

LIFE PERIOD OF DRUGS. 

Sl.No. Name of the drug. Period in Conditions of sto- 

monlhs rage, 

(unless 
otherwise 
specified) 
between 
date of 
manufacture 
and date of 
expiry, 
which the 
labelled 
potency 
period of 
the drug 
shall not 
exceed, 
under the 
conditions 
of storage 
specified in 
column No. 4 

I 2 '_ 3 4._ 

ANTIBIOTICS 

1. Adramycin 

2. Ampicillin 

3. Ampicillin capsules 

4. Ampicillin Dry Syrup 

5. Ampicillin Injection 

6. Ampicillin Sodium 

7. Ampicillin Trihydra tc 

8. Amoxycillin Trihydrale 

9. Amoxycillin Trihydratc 
Capsules. 

10. Amoxycillin TrfhyJraie 
Dry Syrup. 

11. Bacitracin 

12. Bacitracin or Zinc 
Bacitracin tablets 

13. Bacitracin Lozenges 


30 Ip a cocl place, 
36 In a cool place 
24 
18 
24 

36 In a cool place, 

30 In a cool place, 

36 In a cool place. 

24 

18 

IS In a cool place, 

12. 

12 
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i : 

3 



4 


14. Carbcniciltin Sodium 

'24 

At 

temperature .not 

Injection. 



exceeding 

5 J C. 

15. Carbenicillin Sodium 






Powder. 

24 

At 

temperature not 




exceeding 

5°C 

16. Cephat xin 

2-1 

In 

a 

cool 

place. 

17. Cliloraniphenictfl 

18. Chloramphenicol 

60 

In 

a 

cool 

place. 

Capsules and Tablets. 

48 





19. Chloramphenicol 






Palmitate 

48 





20. Chloramphenicol 






Palmitate Oral sus¬ 
pension. 

36 





21. Chloramphenicol Eye 
drops 

22, Chloramphenicol 

24 





Sodium Succinate 
powder. 

48 

In 

a 

cool 

place. 

23. Chloramphenicol 






Sodium Succinate 
Injection. 

36 

In 

a 

cool 

place, 

24. Chlortetracytline Hy¬ 






drochloride. 

6-0 

In 

a 

cool 

place, 

25 Chlortetracycline Hy- 
drochloride capsules. 

26. Chlortetracycline Hy¬ 

60 





dro .hloride tablets. 

24 





27. Chlortetracycline Hy¬ 






drochloride Ointment, 

24 





28. Cloxacillin (Oral) 

29. Cloxucillin Sodium 

36 

In 

a 

cool 

place, 

(Injection Grade) 

36 

In 

a 

cool 

place. 

30. Coiislin sulphate 

*0 

Protested from light. 

31. D-Cycloscrlne 

12. Dimethyl Chlortetracy- 

48 

In 

ft 

cool 

place. 

cline Hydrochloride, 

33. Dimethyl Chlortctiacy- 

4S 





cline Hydrochloride 
Capsules. 

36 





34. Dahnoblaslin Injection 

35. Doyycyeiirte Hydro- 

36 





1 chloride 

4o 

In 

a 

cool 

place. 

3t>. .Doxycycline Mopo-li 






hydr t> 

36 

I-i 

a 

|.> 4 

place 

3 1 . D.jxycvclin - Mono- 






hydrate for Oral Sus¬ 






pension. 

24 





38. Doxyc) clint Mono- 






hvdra re (’upside. 

36 





39, Erythromycin Fstolule 

40, Erythromycip 

60 

In 

a 

cool 

place. 

Ethylsuccinate. 

60 

In 

a 

cool 

place. 

41. Erythromycin Oral 






Suspension 

36 





42. Erythromycin Evt-Mate 






for Oral Suspension. 

36 





43. Erythromycin Ethyl 






succinate tablet. 

24 






1 2 

,3 
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41. Erythromycin Estolate 




tablets. 

24 



45. Eryth omycin Stearate 

60 

In a cooi 

place. 

46. Framycetin Sulphate 

48 

In a well 

closed 



container 

with 



temperature not 



exceeding 

30*C. 

47. Framycetin Sulphate 




Eye drop}. 

24 

In a well 

■ closed 



container 

with 



temperature Dot 



exceeding 

30*C. 

48. Framycetin Sulphate 




Ointment. 

24 

In a well 

closed 



container 

with 



temperature not 



exceeding 

30*C. 

49, Gentumycin Sulphate 

50. Gentamycine Sulphate 

60 

In a cool 

place. 

Injection. 

36 



51. Gramicidin 

(33 

In a cool 

place. 

52. Griscofulvin 

48 

In a cool 

place. 

53. Griseofulvin tablets. 

54. Kanamycin Sulphate 

36 



Injection. 

55, Kanamycin Acid Sul¬ 

24 



phate Powder. 

48 

In a cool 

place. 

56. Mitomycin C 

48 

In a cool 

place. 

57. Neomycin Sulphate - 

48 

In a cool 

place. 

58. Nystatin 

36 

At temperature not 



exceeding 

5°C. 

59. Oleandomycin Phos¬ 




phate sterile 

21 

In a cool 

place. 

60. Oleandomycin Phos¬ 




phate nonsterile. 

36 

In a cool 

place. 

61. Oxytetracycline Hy¬ 




drochloride. 

4R 

In a cool 

place. 

62. Oxytetracycline Hy¬ 




drochloride c apsides. 

36 



63. Oxytetracycline Hy¬ 




drochloride tablets. 

24 



64. Oxytetracycline Hy¬ 




drochloride Injection. 

24 



65. Oxytetracycline Hy¬ 




drochloride Ointment. 

36 



66. Penicillin Crystalline 

. 36 

In a cool 

place. 

67. Penicillin Tablets! 

" 18 

In a cool 

place. 

6R. Procaine Penicillin G 

36 

la a cool 

place. 

69. Bcnzuthin Penicillin G 

70. Potassium Phenoxy 

48 

In a cool 

place. 

Methyl Penicillin. 

. 48 

In a cool 

place. 

71. psEssiuin Phcunyy 




Methyl Penicillin tab¬ 
lets. 

18 



72, Polymixin B Sulphate 

73. Polymixin B Sulphate 

48 

In cool 

place - 

Ointmont or powder. 

24 



74. Rifampicin 

36 

Ft a cool 

place. 

75, Rifampicin Capsules 

74 



76. Spiramycin Base. 

74 

In a cool 

place. 







2. Vitamin B1 Injection. 

24 


3. Thiamine Mononitrate- 

tablets. 

36 


4. Thiamine Hydrochlo- 

ride 

48 

In a well closed 



container pro¬ 

5. Thiamine Mononitrate 

48 

tected from light 
in a cool place. 
In a well closed 

6. Riboflavin 

60 

container pro¬ 

tected fiom light 
in a cool plaoe. 
In a well closed 

7. Riboflavin 5 Phosphate 

24 

container pro¬ 

tected from light 
in a cool pl?ce. 
In a well closed 

8. Riboflavin tablets. 

36 

.container pip- 

tected from light 
in a cool place. 

9. Vitamin B2 Injection' 

24 


10. Vitamin B6 

60 

In a well closed 

11. Vitamin B6 tablets 

36 

container pro¬ 

tected from light 
in a cool place. 

12. Cyanocobalnnfin 

48 

In a well closed 

13. Hydroxycobah mfn 

48 

container pro¬ 

tected from light 
in a cool place. 

In a well closed 

14. Vitamin B12 Injection 

36 

container pro¬ 

tected from light 
in a cool pi: ce. 

15. Calcium Pantothenate 

36 

In a wtll closed 

16, Vitamin C injection. 

24 

container pro¬ 

tected from light 
in a cool place 

17, Calcium Pantothenate 

tablets. 

36 



23. Vitamin K 60 In a well closed 

container pro¬ 
tected from light 
in a cool place. 

24. Vito min K Injection 36 

25. Niacinamide 60 In a well closed 

container pro¬ 
tected from light 
in a cool place. 

26. Niacinamide tablets 36 

27. D-Panthenol 60 In a well closed 

container pro¬ 
tected from light 
in a cool pi ce. 

INSULIN PREPARATIONS 

1. Globulin Zinc Insulin 

Injection 24 At temperature bet¬ 

ween 2° C and 
8°C, must not be 
allowed to freeze. 

2. Insulin Injection 24 At temperature bet¬ 

ween 2° C a nd 
8°C, must not Ire 
allowed to freeze. 

3. Insulin Zinc suspension 24 At temperature bet¬ 

ween 2°C and 
8°r, must not be 
allowed to freeze. 

4. Isophanc Insulin 

Injection. 24 At temperature bet¬ 

ween 2'C and 
fi°C, must not be 
allowed to freeze. 


NORMAL HUMAN PLASMA 
1. Anti-Hfemophillic 


Human Globulin. 

12 

In ' cold pl'ce. 

2. Dried Plasma 

60 

At temperature not 
exceeding 25° C. 

.3. Dried Normal Human 
Serum Albumin. 

60 

At temperature not 
exceeding 25° C. 

4. Forzen Plasma 

60 

In deep freeze. 

5. Liquid Plasma 

24 

In cold place. 
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6. Liquid Normal Human 


"* -- 

Serum Albumin, 

60 

ln cold place. 

7. Whole Human Blood 

21 

At temperature bet¬ 

SERA TOXIN AND TOXOID 

1, Alum Precipitated 

Diphtheria Toxoid. 

24 

ween days 4°and . 
6"C. 

In cold place. 

2. Alum prccipit ited 

Diphthoria ..nd Teta¬ 
nus toxoid ;■ nd per¬ 
tussis vaccine com¬ 
bined. 

IS 

In cold place. 

3. Alum Precipitated 

TeUnus Toxoid. 

24 

In cold place. 

4. Aluminium Hydroxide 
Absorbed Diphtheria 

Toxoid. 

24 

In cold place. 

5. Aluminium hydroxide 
Absorbed Diphtheria 

Totanns Toxoid and 

Pertussis Vaccine 
combined. 

18 

In cold place. 

6. Aluminium Phosphate 
Absorbed Diphtheria 

Toxoid. 

24 

In cold place. 

7. Aluminium Phosphate 
absorbed Diphtheria 
and Tetanus Toxoid. 

24 

In cold plact. 

S, Aluminium ph'sph’Uc 

absorbed Diphtheria Toxoid, 
Tetanus Toxoid and Pertussis 
Vaccine combind. 

18 

In cold place. 

9. Pi; gnos tic Diphthe¬ 
ria Toxin 
(Schick test) 

12 

In cold pLce. 

10. Cobra Venum in 

Solution 

3 

Between 2"C and 

1J. Diphtheri T’Xt.iJ 

24 

5°C protected 
from light. 

In cold pi ce. 

12. Ln etiv ..ted Di gnostic 
Diphthr.ri ’ Toxin. 

12 

In cold place. 

13. Liquid sc.'urn 

12 

Between 2 C and 

14. Lyophilised ’tni-sn.ke 
vett Mta scrum. . 

60 

10’C preferably 
at the lower 
limit. 

15. Lyophilised Schick 

Test Toxin and control. 

60 


16. Od Tuberculin 

60 

ln cold pl.ee. 

17. Thrombin (Bovine 
origin) 

36 

In cold place. 

18. Tetanus Toxoid 

24 

In cold pi .eg. 

19. Tuberculin PPD 

60 

In cold placo. 

20. Vaccine Lymph 

6 

When stored at 0°C 


3 

When stored, bet¬ 


14 

ween 0°C to 5°C. 
When stored below 


days. 10°C. 


12 3 4 

OTHER VACCINES 

1. Alum precipitated per¬ 
tussis Vaccine- 18 In cold place. 


2. BCG Vaccine 

14 days In cold place. 

3. Cholera Veccin 

18 

ln cold place. 

4, DHL Vaccine (for dog) 

12 

In cold place. 

5. Measles Vaccine 

24 

In cold place. 

6. Plague Vaccine 

36 

ln cold place. 

7. Polio Vaccine 

24 

When stored at 20°C 


6 

When stored at 0°C 


3 

When stored at 4 t 'C, 

8. Rabies Vaccine 

6 

In cold place. 

9. Typhoid Vaccine 

18 

In cold place. 

10. Typhoid and Para 

Typhoid Vaccine 

18 

In cold place. 

11. Typhoid Para Typhoid 

A and B Vaccine 

18 

ln cold place. 

12. Typhoid Para Typhoid 

A,B, and C Vaccine. 

18 

In cold place. 

13, Typhoid Para Typhoid 

A,B,C and Tetanus 

Vaccine 

18 

In cold place. 

14. Typhus Vaccine 

12 

In cold place. 

15. Yellow Fever Vaccine 

12 

In cold place. 


ANTI-TOXIN 

(For serum extracted preparations) 



20 % Excess potency 

12 

In 

cold 

place. 


30 % Excess potency 

24 

In 

cold 

place. 


40 % Excess Potency 

36 

In 

cold 

place. 


50 % Excess Potency 

48 

Tn 

cold 

place. 


(for enzyme preparations) 




5 % Excess potency 

12 

In 

cold 

place. 


10% Excess potency 

24 

In 

cold 

place. 


15% Excess potency 

36 

In 

cold 

place, 


20% Excess potency 

48 

In 

cold 

place. 



MISCELLANEOUS DRUGS 

1. 

Adrenaline for Injection 

12 

In 

cold 

place. 

2, 

Chorionic Gonado ¬ 
trophin for injection 






(Lyopholiscd) 

3 Years 

At 

temperature not 




exceeding 20°C. 

3. 

Corticotrophin 

24 

In 

cold 

place. 

4. 

Corticolrophin 

Lyophilised 

36 

In 

cold 

place. 

5. 

Heparin Injection 

36 

In 

a cool place, 

6. 

Liquid Extract of Ergot 

12 

In 

cold 

place. 

7. 

Liver Extract Crude In¬ 






jection 

24 

In 

a cool place. 

8. 

Oxytocin Injection 

24 

tn 

cold 

place. 

9, 

Paraldehyde Injection 

6 

In 

a cool place 




protected from 




light. 


10. 

Pituitary injection 

24 

In 

cold 

place. 

11. 

Vasopressin Injection 

24 

In 

cold 

place. 
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NOTE 

1. The term “cool place" means a place having a temperature 
between 10“C and 25°C, 

2. The term “cold place” means a place having a temperature 
not exceeding 8°C. 

3. Capsules should be kept in a well-closed container at 
temperature not exceeding 30°C. 

4. Wherever condition of storage is not specified in column 
4, it may he stored under normal room temperatutre.” 

NOTE 

The Drugs and Cosmetics Rules, 1945, as amended 
upto 1-5-1979, is contained in the publication of the 
Ministry of Health and Family Welfare (Department of 
Health) containing the Drugs and Cosmetics Acts and 
the Rules (PDGHS-61), Subsequently the said rules 
have been amended by the following notifications 
published in part-II, section 3 (i) of the Gazette of 
India, namely :— 

1. G.S.R. 1241 dated 6-10-79 

2. G.S.R. 1242 dated 6-10-79 


[Part II— Sec. 3(i)] 


3. G.S.R. 

1243 

dated 

6-10-79 

4. G.S.R. 

1281 

dated 

12-10-79 

5. G.S.R. 

430 

dated 

19-4-80 

6. G.S.R. 

779 

dated 

26-7-80 

7. G.S.R. 

540(E) 

dated 

22-9-80 

8. G.S.R. 

680(E) 

dated 

5-12-80 

9. G.S.R. 

681(E) 

dated 

5-12-80 

10. G.S.R. 

682(E) 

dated 

5-12-80 

11. G.S.R. 

27(E) 

dated 

17-1-81 

12. G.S.R. 

478(E) 

dated 

6-8-81 

13. G.S.R. 

62(E) 

dated 

15-2-82 

14. G.S.R. 

462(E) 

dated 

22-6-82 

15. G.S.R. 

510(E) 

dated 

26-7-82 

16. G.S.R. 

13(E) 

dated 

7-1-83 

17. G.S.R. 

318(E) 

dated 

1-5-84 

18. G.S.R. 

331(E) 

dated 

8-5-84 

19. G.S.R. 

460(E) 

dated 

20-6-84 

20. G.S.R. 

487(E) 

dated 

2-7-84 


(No. X-l 1014/8/83-DMS & PFA] 

S.V. SUBRAMANIYAN, Jt. Secy. 
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